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GENERAL COMMENTS
This article is a protocol of a systemic literature review of RCT of Tai chi for treatment of osteoporosis. Overall it includes the elements of a protocol for a systematic literature review however it is insufficiently detailed to be accepted for publication.
Major flaws:
Inadequate justification for the current review -how are the previous reviews insufficient (references 15 and 16) -Lack of registration with a trials registry e.g. PROSPERO. This is surprising as the authors include the PRISMA checklist. -
The items in PRISMA guidelines are not addressed in sufficient detail. As one example, the data extraction process (items 12), the paragraph starting from line 35 on page 6 is insufficient -no units of measurement etc. -Grossly insufficient details regarding including criteria (e.g. this trial in PROPSERO for comparison https://www.crd.york.ac.uk/prospero/display_record. php?RecordID=46765) -More clarity about exact instrument for risk of bias assessment -a reference to a Cochrane manual is insufficient -
The methods are insufficiently detailed to address the components of the PRISMA checklist to a degree that the literature review could be replicated. -Several items of PRISMA checklist are listed as N/A without sufficient justification (2 and 17) -There are grammatical and spelling errors along with extended sentence length. This manuscript needs extensive editing for a native English-speaking audience.
In the conflict of interests, the authors should declare that they are employed in a hospital of traditional Chinese medicine.
VERSION 1 -AUTHOR RESPONSE
The reviewer's comments and author's responses with a point-by-point description are following:
Reviewer(s)' Comments to Author:
Editorial Requirements: -Please revise the 'Strengths and limitations' section to contain up to five short bullet points , no longer than one sentence each, that relate specifically to the methods of the study reported. This should be placed after the abstract. Author's response Thanks for your comment. We agreed your opinion. We have revised the "Strengths and limitations " section according to your comments. Thanks! -Please include an ethics and dissemination section in the abstract and main text of the manuscript. Author's response Thanks your suggestions. We added following "ethics and dissemination" section in the abstract and main text of the revised manuscript. Please check them. Thanks! In the abstract: Ethics and dissemination: Ethical approval is not required as the study will be a review of existing studies. This review may help to elucidate whether TC exercise is effective for the prevention or treatment of OP in elderly adults. The findings of the study will be disseminated through peerreviewed publication.
In main text of the manuscript: Ethics and dissemination Ethical approval is not required, as the study will be a review of existing studies. This review may report that whether TC exercise is effective for the prevention or treatment of OP in elderly adults. The findings of the study will be published in a peer-reviewed publication and will be disseminated electronically or in print. We will share the findings in the fourth quarter of 2018.
-Please work to improve the quality of English throughout the manuscript, either with the help of a native speaking colleague or with the assistance of a professional copyediting agency. Author's response Very thanks your suggestion.We are so sorry that we made grammatical and spelling errors beacouse of the limit of language ability and increased burden of your review. With the assistance of a professional copyediting teacher Zheng Guo-hua, PhD, we corrected errors and polished the language to clearly and accurately communicate the study. In the end, We would especially like to thank your suggestion and Zheng Guo-hua, PhD for editing this manuscript.
Reviewer(s)' Comments to Author: Reviewer: 1 Reviewer Name: Emma Clark Institution and Country: University of Bristol, UK Please state any competing interests: None declared Please leave your comments for the authors below Summary: This is a protocol of a planned systematic review and meta-analysis of the effect of Tai Chi on osteoporosis in elderly adults Main points: It is a well described protocol, but quite wordy and verbose. The introduction could be made more succinct. There are also some typing errors (for example Introduction, 1st para, last line: '…BMD in elderly people is feasible; and Methods, Information Sources, line 34 'boss mineral density') that requires careful proof-reading. Author's response Thanks for your comment. We agreed your opinion "The introduction could be made more succinct", and made some changes for the introduction in the revised manuscript. Please check, Thanks! In addition, the sentence "documented evidence of the optimal types and regimens of exercise for treating low BMD in elderly people is feasible and is not consistent" has been amended to "documented evidence of the optimal types and regimens of exercise for treating low BMD in elderly people is not consistent.". We also have corrected the "boss mineral density" to "bone mineral density" in the revised manuscript. Please check, Thanks again! Reviewer: 2 Reviewer Name: Christos I. Mavrommatis Institution and Country: Rheumatologist, MD, PhD, MscPrivate Clinic, Greece Please state any competing interests: None to declare Please leave your comments for the authors below In general it is a good effort to organize a systematic review and meta-analysis in a very interesting subject.I have some general and some specific notices for the authors.
1.This text and more importantly the text with the results of the study must be written by a native english writer. Author's response Very thanks your suggestion. We corrected errors and polished the language to clearly and accurately communicate the study with the assistance of a professional copyediting teacher Zheng Guo-hua, PhD. In our future studies, we will improve the quality of English with the help of a native English writer according to your suggestions. Thanks again! 2.You need to pay more attention to the subject of the references and their correlation to the text. References No 5, 6 and 10 need to be changed. Author's response Thanks your suggestions. We have payed more attention to the subject of the references and their correlation to the text, and References No 5, 6 and 10 have be changed in the revised manuscript. Please check，Thanks again! 3.Better define the age of the eligible participants from just write "elderly adults". Author's response Thanks for your comment. We agreed your opinion. Actually, currently there is not a authoritative consensus criteria to define "elderly adults" in different countries. As Tai Chi is originated in China and the participants of studies about Tai Chi are mainly Chinese. The defining criteria for "elderly adults" is aged 60 years or older as Chinese criteria. The amended sentences "The target population was elderly adults aged 60 years or older with or without OP" have been added in the revised manuscript. Please check，Thanks again! 4.I believe you must choose wisely the outcomes of interest from your relatively large potential collection. Author's response Thanks for your comment. We have read some trails about Tai Chi for the prevention or treatment of osteoporosis and sum up some common outcomes, maybe some outcomes is still hard to collect largely，if so, the outcomes will not be analysed. The amended description in detail is as following： Outcomes Potential outcomes of interest are at least among the following: Primary outcomes 1. Rates of OP-related fractures or falls; 2. BMD at the total hip and the total spine; 3. Bone formation biomarkers, such as serum bone-specific alkaline phosphatase (BAP) and osteocalcin (OSC); 4. Bone resorption biomarkers, such as serum and urinary pyridinoline (PYD), type I collagen crosslinked N-and C-telopeptides; 5. Bone biomarkers, such as parathyroid hormone (PTH) and 1.25-(OH)2 vitamin D3 (1.25-vit D3); 6. Calcium concentrations in the serum and urine of study subjects. Secondary outcomes 1. Health-related quality of life measurements using validated tools, such as Euroqol-5D (EQ-5D) [23] or the Medical Outcomes Study (MOS) 36-item short form health survey (SF-36) [24] ; 2. Adverse effects: any adverse events associated with the use of TC for treatment or prevention. Please check，Thanks again! 5.In P. 4, L.47: Correct the "So fa" to "So far", and in P. 5, L.35 the "boss mineral density" to "bone mineral density". Author's response Very thanks your suggestion.We have revised typing errors according to your comments in the revised manuscript. Thanks! Reviewer: 3 Reviewer Name: Rebecca Grainger Institution and Country: University of Otago Please state any competing interests: None declared Please leave your comments for the authors below This article is a protocol of a systemic literature review of RCT of Tai chi for treatment of osteoporosis. Overall it includes the elements of a protocol for a systematic literature review however it is insufficiently detailed to be accepted for publication.
Major flaws: -Inadequate justification for the current review -how are the previous reviews insufficient (references 15 and 16) Author's response Very thanks your suggestion.We agreed your opinion, and added more description to explain why conduct the systematic review in the introduction section of this manuscript. For example following description: "A substantial number of studies have reported that TC has been considered safe and effective for lowing BMD, promoting bone health and reducing the risk of fracture [15] [16] [17] [18] . At present, systematic reviews on TC for the prevention or treatment of OP still depend on literature before 2008. , but the evidence for the direct effects of TC on BMD was not reviewed. In addition, the evidence for TC on the prevention or treatment of OP is not convincing because of limited rigorous research. The objective of the current study is to attempt to conduct a systematic review and meta-analysis of the existing studies on TC exercise as an intervention for the prevention or treatment of OP i n elderly adults to draw more useful conclusions about the safety and the effectiveness of TC in preventing or treating OP." Please check，Thanks again! -Lack of registration with a trials registry e.g. PROSPERO. This is surprising as the authors include the PRISMA checklist. Author's response Thanks for your comment. We are sorry that we didn't register the systematic review until we received your suggestion. But the registration number need be waited for some days after we registered the study. The screenshot of our registration situation with PROSPERO is as following: As our revision is due on 17-Jan-2018, we created the revision without the registration number. But we will update the number as long as the result comes out. Thanks again! -
The items in PRISMA guidelines are not addressed in sufficient detail. As one example, the data extraction process (items 12), the paragraph starting from line 35 on page 6 is insufficient -no units of measurement etc. Author's response Thanks for your comment. We agreed your opinion. Therefore, we reedited the data extraction and added more description in the data collection process section of this manuscript. The amended description in detail is as following： Data items and data collection process For studies fulfilling the inclusion criteria, data extraction will be completed independently by two reviewers (HMM and LXC) using a simple, standardized form that will describe the study characteristics. The primary headings will include basic information, population characteristics, methodological description, intervention characteristics and both baseline, post -intervention and follow-up outcomes. The detailed data extraction form will include the following: ► Basic information (study design, title, name of authors, publication status, publication date, country, sample size, source of funding) ► Population characteristics (number of participant, mean age, proportion of each gender, with or without OP, diagnostic criteria of OP if reported) ► Methodological description (method of randomization, method of concealment of allocation, blinding, losses to follow-up) ►Intervention characteristics (type and period of intervention, routes of administration, profession delivering the intervention) ► Outcome data (rates of OP-related fractures or falls, BMD, bone biomarkers, quality of life). Extracted data will be checked by MWQ and any discrepancy will be resolved by discussion or will be decided by a third reviewer (HXY). Please check them，Thanks again! -Grossly insufficient details regarding including criteria (e.g. this trial in PROPSERO for comparison https://www.crd.york.ac.uk/prospero/ display_record.php?RecordID= 46765) Author's response Thanks for your comment. We agreed your opinion. Therefore, we added more description in the Eligibility criteria section of this manuscript. The amended description in detail is as following： Eligibility criteria Participants The target population was elderly adults aged 60 years or older with no distinction of sex or ethnicity, diagnosed with or without OP (as diagnosed using any recognized diagnostic criteria). Interventions Only RCTs comparing TC exercise against others, such as sedentary lifestyle, exercise, pharmacological treatment, or calcium supplements, will be included. Any type of TC exercise will be included, regardless of the exercise frequency and duration. Outcomes Potential outcomes of interest are at least among the following: Primary outcomes 1. Rates of OP-related fractures or falls; 2. BMD at the total hip and the total spine; 3. Bone formation biomarkers, such as serum bone-specific alkaline phosphatase (BAP) and osteocalcin (OSC); 4. Bone resorption biomarkers, such as serum and urinary pyridinoline (PYD), type I collagen crosslinked N-and C-telopeptides; 5. Bone biomarkers, such as parathyroid hormone (PTH) and 1.25-(OH)2 vitamin D3 (1.25-vit D3); 6. Calcium concentrations in the serum and urine of study subjects. Secondary outcomes 1. Health-related quality of life measurements using validated tools, such as Euroqol-5D (EQ-5D) [23] or the Medical Outcomes Study (MOS) 36-item short form health survey [24]; 2. Adverse effects: any adverse events associated with the use of TC for treatment or prevention.
More clarity about exact instrument for risk of bias assessment -a reference to a Cochrane manual is insufficient Author's response Very thanks your comment. We added more detailed description about exact instrument for risk of bias assessment in the "Methodological quality/risk of bias appraisal" section. The amended description in detail is as following： Methodological quality/risk of bias appraisal All risk of bias of the included studies assessments will be performed independently by two reviewers (HMM, LXC), with disagreements being resolved by discussion or a third reviewer (ZJ) if necessary. Reviewers will not assess risk of bias of studies on which they were coauthors. We will apply the Cochrane Risk of Bias Assessment Tool which assesses against six potential sources of bias (adequate sequence generation, concealment of allocation, blinding of outcomes, adequately addressed incomplete outcome data, free from selective reporting, and other sources of bias) [26] , and rate each criterion for each study as a low risk of bias, a high risk of bias or an unclear risk of bias. Overall, the quality assessment will consider the following aspects: ► Adequate sequence generation: whether the allocation sequenc e was generated appropriately. ► Concealment of allocation: whether study participants and research staff were unaware of the intervention given at the enrollment stage. ► Blinding of outcomes: whether the personnel assessing outcomes and analyzing the data were blinded to the intervention allocated. ► Adequately addressed incomplete outcome data: were incomplete outcome data adequately reported in the published study? ► Free from selective reporting: whether the outcomes were reported selectively. ► Other sources of bias: whether the study was apparently free of any other high risk of bias (such as funding and potential for conflict of interest).
-
The methods are insufficiently detailed to address the components of the PRISMA checklist to a degree that the literature review could be replicated. Author's response We have a consideration to pay attention to the methods and made more modification and supplement. For example, we added and amended following description: Participants The target population was elderly adults aged 60 years or older with no distinction of sex or ethnicity, diagnosed with or without OP (as diagnosed using any recognized diagnostic criteria). Interventions Only RCTs comparing TC exercise against others, such as sedentary lifestyle, exercise, pharmacological treatment, or calcium supplements, will be included. Any type of TC exercise will be included, regardless of the exercise frequency and duration. Outcomes Potential outcomes of interest are at least among the following: Primary outcomes 1. Rates of OP-related fractures or falls; 2. BMD at the total hip and the total spine; 3. Bone formation biomarkers, such as serum bone-specific alkaline phosphatase (BAP) and osteocalcin (OSC); 4. Bone resorption biomarkers, such as serum and urinary pyridinoline (PYD), type I collagen crosslinked N-and C-telopeptides; 5. Bone biomarkers, such as parathyroid hormone (PTH) and 1.25-(OH)2 vitamin D3 (1.25-vit D3); 6. Calcium concentrations in the serum and urine of study subjects. Secondary outcomes 1. Health-related quality of life measurements using validated tools, such as Euroqol-5D (EQ-5D) [23] or the Medical Outcomes Study (MOS) 36-item short form health survey [24]; 2. Adverse effects: any adverse events associated with the use of TC for treatment or prevention. Reporting of the review The results of the systematic review will be reported in accordance with the PRISMA guidelines [30] . Confidence in cumulative evidence The quantitative outcomes will be summarized in a 'summary of findings' table. In this case, each undesirable impact on our outcomes will be assessed using an approach based on the Grading of Recommendations Assessment, Development and Evaluation [31] . The assessments will be categorized as high, moderate, low and very low quality. Ethics and dissemination Ethical approval is not required, as the study will be a review of existing studies. This review may report that whether TC exercise is effective for the prevention or treatment of OP in elderly adults. The findings of the study will be published in a peer-reviewed publication and will be disseminated electronically or in print. We will share the findings in the fourth quarter of 2018. More detailed modification and supplement could be found in the revised manuscript. In our future studies, we will improve the review protocol according to your suggestions. Thanks again! -Several items of PRISMA checklist are listed as N/A without sufficient justification (2 and 17) Author's response We have made more supplement for Item 17 of PRISMA checklist. The desc ription in the revised manuscript is as following：
Confidence in cumulative evidence
The quantitative outcomes will be summarized in a 'summary of findings' table. In this case, each undesirable impact on our outcomes will be assessed using an approach based on the Grading of Recommendations Assessment, Development and Evaluation [31] . The assessments will be categorized as high, moderate, low and very low quality. Please check, thanks! In addition, the reason of lack of registration with a trials registry is that we didn't register the systematic review until we received your suggestion. After we registered the study, the registration result didn't come out so quickly. So the revision was created without the registration number. But we will update the num ber as long as the results come out.Thanks again! -There are grammatical and spelling errors along with extended sentence length. This manuscript needs extensive editing for a native English-speaking audience. In the conflict of interests, the authors should declare that they are employed in a hospital of traditional Chinese medicine. Author's response Thanks for your comment. We are so sorry that we made grammatical and spelling errors with extended sentence length and increased burden of your review. With the assistance of a professional copyediting teacher Zheng Guo-hua, PhD, we corrected errors and polished the language to clearly and accurately communicate the study. In addition, the sentence "all of the study's authors are employed in a traditional Chinese medicine hospital." have been added in the conflict of interests of the revised manuscript. Please check, Thanks again! 
GENERAL COMMENTS
The writers have really tried to answer convincingly and correct our remarks. On most of the issues they responded satisfactorily, but even the response letter itself has language and grammatical issues. I must insist in the use of a native english writer for the correction of the text. Ιt is crucial to have a PROSPERO number before sending the final text for publication
VERSION 2 -AUTHOR RESPONSE
Editorial Requirements:
-Please work to improve the quality of English throughout the manuscript, either with the help of a native speaking colleague or with the assistance of a professional copyediting agency.
Author's response Very thank you for your suggestion. With the help of a native speaking friend, we edited this manuscript again and improved the quality of English throughout the manuscript, please check. Thanks again! -Please revise the Strengths and Limitations section (after the abstract) to focus on the methodological strengths and limitations of your study rather than summarizing the aims.
Author's response Thanks for your comment. We agreed your opinion. We have revised the "Strengths and limitations" section according to your comments, please check. Thanks! -Please include the specific dates for the search in the abstract and main text.
Author's response Thanks for your suggestions. We added the specific dates for the search in the abstract and main text of the revised manuscript. Please check them. Thanks! -Please include your PROSPERO registration number at the end of the abstract.
Author's response Thanks for your comment. This protocol has been registered on the international prospective register of systematic reviews (PROSPERO), the registration number is CRD42018084950 and available at https://www.crd.york.ac.uk/PROSPERO/. We added "PROSPERO registration number" section in the abstract. Please check them. The writers have really tried to answer convincingly and correct our remarks. On most of the issues they responded satisfactorily, but even the response letter itself has language and grammatical issues. I must insist in the use of a native english writer for the correction of the text.
Author's response Thanks for your comment. We are so sorry that the response letter has language and grammatical issues and increases burden of your review. We corrected errors and improved the quality of English throughout the manuscript with the assistance of a native English friend. Thanks again! Ιt is crucial to have a PROSPERO number before sending the final text for publication Author's response
